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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group I, claims 1-45 in the reply filed on July 29, 2009 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

Additionally, Applicants have elected species as follows: Lectin: C-lectin; Lectin- 
interactive agent: disaccharides; and carbohydrate: thiodiagalactoside. Claims 1-9, 11 
and 13-45 read on the elected species. Accordingly, claims 1-9, 11 and 13-45 are 
under consideration in the instantly filed application, and claims 10, 12 and 46-52 have 
been withdrawn from further consideration as being drawn to a non-elected invention. 

Claim Rejections - 35 USC §112 

3. Claims 1-9, 11 and 13-45 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. This is a written 
description rejection. 

Claims 1-9, 11 and 13-45 recite a "lectin interactive agent" and "an immune 
modulating agent." 

The specification and claims do not indicate what distinguishing attributes are 
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shared by the members of the genus. Thus, the scope of the claims includes numerous 
structural variants, and the genus is highly variant because a significant number of 
structural differences between genus members is permitted. Since the disclosure fails 
to describe the common attributes or characteristics that identify members of the genus, 
and because the genus is highly variant, "lectin interactive agent/immune modulating 
agent" alone is insufficient to describe the genus. One of skill in the art would 
reasonably conclude that the disclosure fails to provide a representative number of 
species to describe the genus. There is no teaching regarding any structural property 
which is retained by agents which have the ability to interact with lectin, or agents which 
can modulate the immune system and "correspond to at least a portion" of a target 
antigen. Thus, applicant was not in possession of the claimed genus. 

Adequate written description requires more than a mere statement that it is part 
of the invention and a reference to a potential method of isolating it. The protein itself is 
required. See Fiers v. Revel, 25 USPQ 2d 1601 at 1606 (CAFC 1993) and Amgen Inc. 
V. Chugai Pharmaceutical Co. Lts., 18 USPQ2d 1016. 

Vas-Cath Inc. V. Mahurkar, 1 9 USPQ2d 111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." The specification does not 
"clearly allow persons of ordinary skill in the art to recognize that [he or she] invented 
what is claimed." 

Applicant is reminded that Vas-Cath make clear that the written description 
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provision of 35 USC 1 12 is severable from its enablement provision. 

Furthermore, in The Regents of the University of California v. Eli Lilly (43 
USPQ2d 1 398-1 41 2), the court held that a generic statement which defines a genus by 
only their functional activity does not provide an adequate written description of the 
genus. The court indicated that while Applicants are not required to disclose every 
species encompassed by a genus, the description of a genus is achieved by the 
recitation of a representative number of DNA molecules, usually defined by a nucleotide 
sequence, falling within the scope of the claimed genus. At section B(1), the court 
states that "An adequate written description of a DNA... requires a precise definition, 
such as by structure, formula, chemical name, or physical properties, not a mere wish or 
plan for obtaining the claimed chemical invention." 

Applicants are directed to the Guidelines for the Examination of Patent 
Applications Under the 35 U.S.C. 112, 1 "Written Description" Requirement, the 
guidelines can be found at the following link on the USPTO Internet in "Patents 
Guidance" Specifically, Example 10, which is analogous to the claimed product 
identified by a particular function. 
< h tt p ://www . u s pto . go v/we b/pa te n ts/flujd es . h t m > 



2. Claims 1-9, 11 and 13-45 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 
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The claims are vague and indefinite in the recitation of "corresponds to at least a 
portion of the target antigen." For instance, what minimum structure is considered at 
least a portion (e.g., 50%, 10%, single amino acid)? Furthermore, once this minimum 
determinant is understood, what level of correspondence is then required (100%, 90%, 
40%, etc), or can the fact that the instantly claimed protein is made from the same 20 
amino acids as the target antigen be considered corresponds to at least a portion? 
Without a clear definition as to the metes and bounds of the phrase "corresponds to at 
least a portion of the target antigen" one of skill in the art would be unable to determine 
the metes and bounds of the claimed invention. 

3. Claim 14 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The claim is vague and indefinite in the recitation of "synthetic or semisynthetic 
analogue thereof." One of skill in the art would be unable to determine the metes and 
bounds of the claimed invention. For instance what amount of derivation is allowed to 
still be considered an analogue? Similarly at what point is the molecule sufficient 
altered to no longer be considered an analogue? Without a clear definition as to the 
metes and bounds of the term analogue one of skill in the art would be unable to 
determine the metes and bounds of the claim. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-9, 11 and 13-45 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Figdor et al. 

The claims are directed to a composition for modulating an immune response to 
a target antigen, comprising a lectin-interactive agent and an immune-modulating agent 
selected from the group consisting of an antigen that corresponds to at least a portion of 
the target antigen, an antigen binding molecule that is immunoreactive with the target 
antigen and an immuno-modulating cell that modulates an immune response to the 
target antigen, wherein the lectin-interactive agent and the immune-modulating agent 
are not conjugated with other chemical moieties. 

Figdor et al (WO 00/63251 ) disclose of a composition of a compound that binds 
to a C-type lectin and an antigen. (See abstract and claims 7 and 9). 

Given that Figdor et al disclose of a composition comprising a lectin interactive 
agent (compound which binds C type lectin) and an immune-modulating agent (tumor 
antigens, infectious disease antigens), the disclosure of Figdor et al is deemed to 
anticipate the instantly filed claims. 
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5. Claims 1 -9, 1 1 and 1 3-45 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Nedwin et al. 

The claims are directed to a composition for modulating an immune response to 
a target antigen, comprising a lectin-interactive agent and an immune-modulating agent 
selected from the group consisting of an antigen that corresponds to at least a portion of 
the target antigen, an antigen binding molecule that is immunoreactive with the target 
antigen and an immuno-modulating cell that modulates an immune response to the 
target antigen, wherein the lectin-interactive agent and the immune-modulating agent 
are not conjugated with other chemical moieties. 

Nedwin et al (US Patent Number 5,587,460) disclose of a composition containing 
purified 14 kDa lectins and thiodigalactoside. (See Example 7). 

Given that Nedwin et al disclose of a composition comprising a lectin interactive 
agent (thiodigalactoside) and an immune-modulating agent (14 kDa lectins), the 
disclosure of Nedwin et al is deemed to anticipate the instantly filed claims. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571) 272- 
0861. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on (571) 272-0956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Mark Navarro/ 

Primary Examiner, Art Unit 1645 
October 8, 2009 



